
Detailed 17 α-Methyltestosterone (17MT) Update and Current Status 
Progress since January 2006 - current as of 11 March 2011 

 yyyeee lll lll ooowww = pending, www hhhiii ttteee = completed  

Action #1 - Analytical Feed Method Development by UW-M
Action  Dates
CVM accepted analytical feed method developed by UW-M Dec 2005
Analytical method and internal standard provided to CanTest, Inc. Jun 2006
Analytical method “transferred” by CanTest, began receiving samples Oct 2006
Submit protocol to CVM for approval - UMESC Nov 2009
CVM review of protocol completed (and accepted) Nov 2009
Initiation of validation studies – UMESC, CanTest & UW-M Dec 2009
Validation of analytical method transfer submitted to CVM and  FOI summary as appropriate - UMESC Feb 2011
Validation of analytical method transfer accepted by CVM Aug 2011

Action #2 - Feed Homogeneity, Segregation & Stability Studies by Rangen & UW-M
Action  Dates
Studies completed by UW-M Dec 2006
Manuscript submitted for publication by UW-M  Jan 2007
Final Study report submitted to CVM for review  - UW-M Apr 2008
CVM initial review completed – revision requested Oct 2008
Submit draft to CVM-Manufacturing Chemistry (J. Nitao) via email Feb 2011
Receive informal review from CVM - Manufacturing Chemistry regarding draft - estimated Mar 2011
Final Study report resubmitted with revisions for CVM review by Rangen - estimated Apr 2011
CVM “final” review completed - estimated Oct 2011

Action #3 - Analytical Water Method Development by UW-M
Action  Dates
Analytical method development completed  Dec 2006
Final Study report submitted to CVM for review  Oct 2007
CVM initial review completed and accepted Mar 2008

Action #4 - Biodegradation (Sediment) Study by UW-M 
Action  Dates
Study completed Mar 2007
Final Study report submitted to CVM for review Oct 2007
CVM initial review completed - rejected Mar 2008
Revision of FSR and review by UMESC Jan 2009
Resubmission of Final Study Report to CVM – UW-M  Jul 2009 

CVM final review completed Mar 2010*

Action #5 - Supportive Efficacy Studies by AADAP 
Action  Dates
Prepare & submit INAD Annual Reports to CVM Annually

Request CVM to review INAD Annual Reports as supportive efficacy; all INAD information (current up to Jan 2009) 
submitted as partial completion of AOI 

Dec 2009 

CVM initial review completed Dec 2009

Action #6 - Pivotal Efficacy Studies by AADAP 
Action  Dates
Complete pivotal efficacy studies (in-life stage of 3 studies) Apr 2007
Final study report submitted to CVM for review Jun 2008
CVM initial review completed and accepted Dec 2008

Action #7 - EA Revision by Auburn 

Action  Dates 

Environmental Survey compilation completed and submitted to CVM and Auburn - AADAP Apr 2008  

CVM provides initial informal response to survey Jun 2008 

EA strategy meeting at Bozeman Coordination Workshop Jul 2008 

New information provided to Auburn for inclusion in revised EA Jul 2008 

Revised EA first draft completed - Auburn Jan 2009 

Revised EA first draft submitted to UMESC for review Jan 2009 

CVM to report on interaction with EPA Feb 2009 

UMESC review completed Feb 2009 

Resubmission of Biodegradation Final Study Report to CVM – UW-M Jul 2009 

CVM final review completed Mar 2010* 

CVM-accepted biodegradation provided to Auburn  Mar 2010 

Revised EA completed and submitted to CVM for review May 2010 

CVM initial review completed with recommended modifications - estimated May 2011 

“Final” revised EA submitted with recommended modifications - estimated Jul 2011 

CVM review and acceptance of final EA- estimated Sep 2011 

Action #8 - Target Animal Safety Study by SNARC & AADAP
Action  Dates
Third revision of study protocol submitted to CVM - SIU Nov 2006
Initiation of in-life phase of pilot studies - SNARC Jul 2009
Completion of in-life phase of pilot studies - SNARC Jul 2009
Submission of fourth revision of study protocol to CVM - AADAP May 2009
CVM acceptance of study protocol provided to SNARC & AADAP Jul 2009
In-life phase of GLP pivotal study initiated - SNARC May 2010
In-life phase of GLP pivotal study completed - SNARC Jun 2010
Final Study report and associated FOI summary submitted to CVM for review – AADAP & SNARC - estimated May 2011
CVM review completed and accepted- estimated Nov 2011
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Action #9 – Human Food Safety White Paper by Roz Schnick & UMESC  
Action  Dates
Submission of white paper arguing that “technical section complete” letter is still valid – Roz & UMESC Aug 2009
Resubmission of white paper arguing that “technical section complete” letter is still valid – Roz & UMESC Feb 2010
CVM initial review of white paper Aug 2010

Action #10 – Freedom of Information (FOI) Technical Section  
Action  Dates
Target animal safety Freedom of Information (FOI) summary write-up submitted – AADAP & UMESC Jan 2012
Efficacy Freedom of Information (FOI) summary write-up submitted – AADAP Jan 2012
Human food safety Freedom of Information (FOI) summary write-up submitted – UMESC Jan 2012
Existing FOIs to be collated and analyzed by CVM to produce a final FOI to be sent to Rangen for review Apr 2012
Rangen acceptance of FOI and correspond such to CVM (NADA must be submitted within 90 days following this) May 2012 
  

Action #11 – All Other Information (AOI) Technical Section  
Action  Dates
Rangen to begin  literature search to assemble final AOI Nov 2011
Rangen to complete  literature search and assembly of final AOI Apr 2012
Rangen to submit final AOI after acceptance of final major Technical Section Apr 2012
  

Action #12 – Labeling Technical Section  
Action  Dates
Rangen to develop draft labeling once the ES Technical Section is accepted by CVM Jul 2011
Rangen to submit final labeling after acceptance of final major Technical Sections Apr 2012
CVM acceptance of final labeling Jun 2012
  

Action #13 – Animal Drug User Fee Act (ADUFA) waiver  
Action  Dates
Rangen to submit request for ADUFA waiver shortly before the submission of the Administrative NADA package Aug 2012
CVM acceptance of ADUFA waiver Oct 2012
  

Action #14 - Administrative NADA package  
Action  Dates
Rangen to submit Administrative NADA package after all Technical Sections are accepted by CVM Aug 2012
CVM approval of 17-MT NADA Sep 2012

 
Tabular Representation of the 

Estimated Target Dates for Completion of 17MT Study Key Components 

 
SCHEDULES FOR 17MT – ESTIMATED FINAL REPORT AND/OR TECHNICAL SECTION SUBMISSIONS 

Final Report and/or Technical Section Submissions  Responsible Entities Date  
1. Feed method UW-M; CanTest; Rangen; UMESC Feb 2011 
2. Homogeneity, segregation & stability feed studies UW-M & Rangen Apr 2011 
3. Water method UW-M Oct 2007 
4. Biodegradation study  UW-M Jul 2009  
5. Supportive efficacy studies - AOI  AADAP Dec 2009 
6. Pivotal efficacy studies AADAP Jun 2008  
7. Environmental assessment revision Auburn May 2010  
8. Target animal safety study SNARC May 2011
9. Human food safety white paper Roz & UMESC Feb 2010
10. Freedom of Information (FOI) Technical Sections CVM Apr 2012
11. All Other Information (AOI) Technical Section Rangen Apr 2012
12. Labeling Technical Section Rangen Apr 2012
13. Animal Drug User Fee Act (ADUFA) waiver Rangen Aug 2012
14. Administrative NADA package Rangen Aug 2012

 
SCHEDULES FOR 17MT – ESTIMATED COMPLETION OF INITIAL OR FINAL CVM REVIEW 

Final Report and/or Technical Section Submissions  Date  
1. Feed method Aug 2011 
2. Homogeneity, segregation & stability feed studies Oct 2011  
3. Water method Mar 2008 
4. Biodegradation study  Mar 2010*  
5. Supportive efficacy studies - AOI  Dec 2009 
6. Pivotal efficacy studies Dec 2008  
7. Environmental assessment revision May 2011  
8. Target animal safety study Sep 2011
9. Human food safety white paper Aug 2010
10. Freedom of Information (FOI) Technical Section – Rangen review & resubmission May 2012
11. All Other Information (AOI) Technical Section Jun 2012
12. Labeling Technical Section Jun 2012
13. Animal Drug User Fee Act (ADUFA) waiver Oct 2012
14. Administrative NADA package Oct 2012
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